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CATHOLIC HEALTH
- T INITIATIVES

Mercy
Wellness Center

Mercy Medico | Center

Augusr 4, 1999

FDA/CDRH Office of Compliance

Division of Enforcement IIT
Attention: Stewart Crumpler

2098 GaitherRoad

Rockville, MD 20850

Re:  Exemption/Variance request for Performance Standard for Electrode Lead Wires
and Patienr Cables

Dear Mr. Crumpler:
Thank you for responding to my letter from March 18, 1999. Your information was very helpful.

As stated in my previous letter, our efforts to find “inexpensive adapters’ or “retrofit” our
existing physical therapy equipment to comply with safety standards: for lead wires and patient
cables have been unsuccessful. Complicating our situation is the number of rural sarellite
locarions in our region that we provide services. Each facility maintains a minimum of
equipment, yet, replacement would involve a large expense.

We are requesting an exemption or variance from the Performance Standard for Electrode Lead
Wires and Patient Cables, specifically for the physical therapy equipment at the following
facllities:

Mercy Wellness Center

512 Main Street

Williston, ND 58801

Mercy Medical Center
Physical Therapy Department
1301 15™ Avenue West
Williston, ND 58801

McKenzie County Memorial Hospital
Physical Therapy Department

508 North Main Sireer - PO Box 548
Watford City, North Dakota $8854
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Tioga Medical Center
Physical Therapy Department
810 North Welo Street

PO Box 159

Tioga, ND 58852-0159

Roosevelt Memorial Medical Center and Nursing Home
Physical Therapy Department

8 18 Second Avenue East

Culbertson, MT 592 18

Indian Health Service
Physical Therapy Department
Box 69

Poplar, MT 592 18

You will find enclosures listing the equipment we would need to replace in each department as
well as my original letter to your office. If | can be of any additional assistance, please feel free
to contact me. Thank you for earliest consideration of our petition.

Sincerely,

llner, Director, Mercy Wellness Center
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Mercy Wellness Center Physical Therapy - Williston, ND

Microcurrent Electnc Stimulator - 1 uniz

Manufacturer: Monad Corporation
Model, MENS 5000:
Serid  Number, SK0109
Ulrasound/Electric Stimulator Combination - 3 units
Manufacturer: Chattanooga Cerp
Model: Intelect Modd 700
Serid Numbers- 3362 / 4098 7 2343
Ultrasound - 1 unit
Manufacturer, EXCEL Tech. Ltd. - Ultra Max
Model: Ultra sx
Serid  Number: UMX 9607001
Electric Sumulator - 1 unit
Manufacturer. Physio Technology, Inc.
Model. OmniStim
Serial  Number: 2279
Neuromuscular Electric Stimulator - 1 unir
Manufacturer Medrronic
Model. Respond i1 Model 3 128
Serial Number: nor available
lontophoresor - 1 unit
Manufacturer. Empi
Model: DuPel
Serial  Number: 516402
Neuromuscular Biofeedback - 1 unit
Manufacrurer The Prometheus Group
Model: Pathway MR-20

Serid  Number: not available
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Mercy Medical Center Physical Therapy - Williston, ND

TENS (Transcuraneous electrical stimulators) - 3 units

Manufacturer: Empi
Model. Empix XL
Serid  Numbers: 502473 / 885996 / 711795 1
Iontophoresor - 1 unit
Manufacturer. Empi
Model’ Dupel
Serial Number: 5234545
lontophoresor - 1 unit
Manufacturer: Motion Control
Model: PM 600
Serial Number- 4740
Interferennal Electric Stimulator - 1 umt
Manufacturer. Physo Technology, Inc
Model; Ommstim 3020
Serial  Number: 1612
Ultrasound - 1 unit
Manufacturer: Enraf Nonius Henley |Inremational
Model. Sonopuls 434
Seriadl Number. 13-085 1
Ultrasound/Electric Stimulator Combination - 1 unit
Manufacturer: Chattanooga Corp.
Model: Intelect Modd 700
Serial Number. 2433
Ulrrasoynd/Electric Stimulator Combination -~ 3 units
Manufacturer: Chattanooga Corp
Model. Inrelect Model 700C 73579
Serid  Numbers: 3583 / 3678 / 2620
Neuromuscular Electric Stimulayor (NMES) - 1 unit
Manufacturer. Meduronic
Model: Respond I Model PM 600
Serid  Number- LMQ0024 19N

Roosevelt Memorial Bespital - Culbertson, M T

Ulrrasound/Elecrric Stimulator Combination - T unit
Manufacturer Chattanooga Corp.
Model: Inzelect
Serial Number. SN2620



Tioga Medical Center - Tioga, ND

Ultrasound - 1 unit

Manufacturer: Physio Technology, Inc.
Model: Omnisound3070C
Serid Number, 1548

Elecrric Stimulator - 1 unit
Manufacturer Physo Technology, Inc.
Model, OmniStim 3020
Serid  Number. 1657

McKenzie County Memorial Hospital - Watford City, ND

Electric Srimulator - 1 unit

Manufacturer Physio Technology, Ine
Model: OmniSum 3010
Serial Number 2502
Ultrasound - 1 unit
Manufacturer EXCEL Ulira Max
Model. UltraSX
Serid Number. UMX 9309040
Electnc Srimulator - 1 unit
Manufacturer: Meritler Electronics
Modd - SYS STIM 206 - ME206
Serial Number 17872088
Neuromuscular Electric Stimulator - 1 unit
Manufacturer: Medrtronic
Modd : Respond Il Modd 3 128
Serid  Number: T.MO0038713N

Indian Health Services - Poplar, MT

Ultrasound/Electric Srimulator Combination - 2 units

Manufacturer. Chattanooga
Model: Intelect
Serid  Numbers: SN3557 / SN3567
Transcutaneous Electric Neuromuscular Stimulator (TENS) - 6 units
Manufacturer: not available
Model: Neutralizer 1I
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Serid Numbers- 403142 /403146 / 402521 / 402538 / 403148 / 564032
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March 18,1999

Depantment of Health and Human Services
Public Health Service
Food and Drug Administration
Center for Devices and Radiologic Heath (HFZ-343)
Office of Compliance
Arttention: Stewart Crumpler
5600 Fishers Lanc
Rockville, Maryland 20857

Re: Compliance with the Performance Standard for Electrode Lead Wires and Parient Cables

Dear Mr. Crumpler:

I am writing 1o you to let you know that our efforts to comply with the safety standards for lead
wires and pauent cables have been unsuccessful as well as time consuming. We are requesting
direction from your office in finding assistance with becoming compliant an&or a variance or
exemprion from the FDA.

Representing our Risk Management Commirniee at Mercy Medical Center, Mark Wassink
(Director of Physical Therapy) and | have made severa attempts since October 1998 1o

find “inexpensive adapters’ or a way to “retrofit” our physical therapy equipment. Berween our
two departments as well as the satellite clinics we serve in our region we have well over thirty
pieces of equipment to replace if we are nor able te adapr existing equipment. We have phoned
our major distriburers as well as written 10 the Customer Services/Technical Support departments
of six manufacrurers without any kind of assistance. Our BioMedical Engineering Department
has also made these same kinds of efforts, withour any success. A concern of ours is thar the
companies would rather sell us new equipment than assist us.

We fully understand our need ro be compliant with the new standards but will suffer a
considerable hardship if we are required to replace all of our equipment.

Your earliest assistance would be appreciated.
Sincerely,

Harry Wallner, Director



SEFTLLPY 11 2310 AM MEKLY SPUKRIS MEDICILINE Frgl 74 T3I359 F.83

CATHOLIC HEALTH
t INITIATIVES

Mercy
Wellness Center

Mercy Medical Center
September 21,1999

Jennie C, BRutler, Chief

Dockets Management Branch
FDA/CDRI Office of Compliance
Division of Enforcement 111

2098 QGaither Road

Rockville, MD 20850

Dear Ms. Butler:
Thank you for alerting tme to the two omissions in my August 4, 1999 request for variance from
performance standards for electrode lcad wires and patient cables.

Regarding 10.30 C Enviroumental Impagcs: Categorical excluded physical rherapy equipment in
the service area of Mercy Medical Center will have a positive impact on the environment by
kecping the existing equipment in use and out of the local landfills.

Accompanying this fax is the signed certification.

Thank you for your assistance in this tnattcr.

allner, Director
/cllness Center

A it of innacatizn, g legany of sare 5 12 Main Street Wi”y’ston' ND 5680 1 P 70] 5721 848
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upon each peticvion filed ander para-
. graph (¢} of rhis saction, taking into
considuration (i} available agency re-
sources for thre categnry of subject
matser, {ii) rhe priority assigned co the

C. Envirorumgnal imypsact

A claim Fo cagge
5.4 4y

$ this choptel or an envirohmentot
“EFHessEAl under $43.2) of this chapter.)

O_j D. Bcenomic impace

{the following Laformation i to be submit
ted only when raquesied by thie Compiy-
sioner following review of the petition. A
stpeement of Un- cffect of requested acrion
on. {1} Cnsc (e price) incredses to indusory,
gotarnment. and consumers, (2) productlvity
of wagr #arners. Dusirgsses. or go\ernment;
) competition; 6 supplies of importanc
tnarerials, products. ar secvices: {3 ernploy -
ment: and (6) energy supply or demand.}

- %’ E. Cerulication

The untersigned cerlifies. that, to thm hest
kutwiedge and heliel uf the umlersigned, this
petition includes all information and views
on which the pelition relies, and that it jn-
cludes repiunentative data ang 1nformation
wona Lo vhie petitigfor wipeH and unfavar-

]
§ ble za the patitig

B ;,Eiiﬁvmcurr-.-,\ ~

v aNama of potitioner .
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() A petition which appears to muet
the reguirements of paragraph (b) of
this section and §10.20 will be filed by
the DocRets Management Branch,
stamiped with the dace of filing, snd as-
signed & docket muunber. The docket
numbar identiftes Lhe filé established
by the Docksis Management Branck
for ali submissions reluting te the peti.
tion, as provided in this part. Subsc-
quent submissions relating to the mac.
ter musr sefer Lo rhe docket nuniber
and will br filed in rhe dyckel tile, Re-
laced pelitions may be filed togethor
and giren the samie docket numbe.
The Dockets Manageiment Brageh will
promptly notify the patitionuer in wric-
wng of the {iling and docker numbsy of
A pelition.

() An anwerested person mwy submygt
written cominents to the Dacikets Man
agement Dranch on a filed petition.
which comments become part af the
docker file, The camananes are Lo Speci-
fy the docket number of the petition
and miay support or oppusa Lhe petivion
in whole ur in pare. A request for alter-
native oy different, adminis\rative ar
tion must be submitced as o sepArace
pDetitinn

(e)3) tThe Comunissioney shwll
cordance with paragraph  (0)(2),

— o

i oA
rule

pelition considering both the cutegory
of subject malter Involved and the
overull work of the agency. and (iii)
rime requirements catablished by stac-
wuieg,

1¢) Excapt as provided in paragraph
(e} (4) of this secrion. the Commissioner
shall furnish a response to each petl.
tloner within 180 day's of recelpt ol the
petition. The cesponse will either:

(1) Approve the petition, in whizh
case the Cummissioner shall concur-
rently take appropriace action {(e.g..
publicativn af a TEDexaL RECISTER ne-
tice) tmplementing che appraval:

{1} Dany the perition: or

(11i) Provide a tentavive response, in-
dicating why the agsncy has been un-
able o reach a decision un the peti-
tion, e.g.. because of the cxisrence of
ochivr ageney priorivies, or a newd for
additional infarmacion. The wntative
response may alse indlcate the likely
ultimate sHgency response. and may
specify when 8 [inal response may be
furnisted

{3} The Commissioner may grant or
deny such a petirjon, in whole or th
part, and may grant such other relief
or take ocher action as the petirion
warrants, The pecitionaer is to be noti-
fied in writing of wha Comumissioner’s
ductsion, The decision will be placed
the public docket file in thie office of
the Dovkels Manugemeant Bronrh and
mayv alss be in the form of a notice
published in the FepDERAL REGSIER.

(1) The Comemissioner shal) furnish a
response Lo each pelitioner within 90
days of ;eveipt of a pacition fied under
sechiun 303(1(2)(C) of the act. The ra
sponse  will ciuier approve or  dis.
approve the perilion. Ageney actiun on
a petition shall be governed by §311.62
of Lhis chapre

{t) I u petition filed ender pavagraph
{c) of thiy section requesrs the Com-
milssioner to issu®, wmend. or revake a
refulation. §10.40 or § 10,30 also applsy .
\FH) A petitionss may  supplement,
amend. or withdraw a petition in wWrig.
g ssThuur agancy approval and with
out prejudice to resubmission at anv-
time aptil che Commissionar rules on



